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DETAILED ACTION 

This application was filed 15 March 2002. Claims 9-20 and 22-38 are before the 
Examiner. 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 9, 10, 11 and 18 remain rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. It is not seen where the 
instant specification provides the written description of the claimed invention of a 
composition of a COX-2 inhibitor, a 5-lipoxygenase inhibitor and an 
immunosuppressive drug. The specification does not disclose nor provide any 
suggestion as to how such a compound that is either a COX-2 inhibitor, a 5- 
lipoxygenase inhibitor or an immunosuppressive drug could be made or otherwise 
obtained other than by a trial-and-error research. The instant composition is not 
claimed such that one skilled in the art can recognize what is claimed. The instant 
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specification does not disclose the structure or physical properties of all the drugs that 
are required to practice the instant composition (see claim 9). Also, the structures of 
such compounds cannot be deduced from any known structure-function correlation. 
The instant specification discloses a hoped-for function (composition) for as-yet-to-be- 
discovered compounds and a research plan for trying to find these compositions. The 
specification contains a description as to what can be done with any compounds that 
can potentially be identified as COX-2 inhibitors, 5-lipoxygenase inhibitors or 
immunosuppressive drugs. However, the specification does not disclose which 
compounds have the desired characteristic for inhibiting COX-2, 5-lipoxygenase or 
immunosuppressiveness. The instant claims do not disclose structures or identities of 
compounds that are COX-2 inhibitors, 5-lipoxygenase inhibitors or immunosuppressive 
drugs all within the same claim. Claims under this rejection either contain no structure 
disclosure (such as claim 9), or only limited structure (such as claim 10 contains only the 
5-lipoxygenas inhibitor) or such as claim 17 contains only a description for the 5- 
lipoxygenase inhibitor and the Cox-2 inhibitor. 

Applicant argues that describing distinguishing identifying characteristics 
sufficient to show that he applicant was in possession of the claimed invention. 
However, MPEP 2163 further states "An applicant shows possession of the claimed 
invention by describing the claimed 



Application/Control Number: 10/098,644 Page 4 

Art Unit: 1625 

invention with all of its limitations using such descriptive means as words, structures, 
figures, diagrams, and formulas that fully set forth the claimed invention. Lockwood 
V.American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir.1997)." 

3. Claims 9, 10, 11 and 18 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/ or 
use the invention. The specification is seen as not enabling for the instant claims 
because the claims are drawn to a composition containing several active ingredients. 

There are many factors to be corisidered when determirung whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy the 
enablement requirement and whether any necessary experimentation is "undue". 
These factors include 1) the breadth of the claims, 2) the nature of the invention, 3) the 
state of the prior art, 4) the level of one of ordinary skill, 5) the level of predictability in 
the art, 6) tiie amount of direction provided by Ae inventor, 7) the existence of working 
examples, and 8) the quantity of experimentation needed to make or use the invention 
based on the content of the disclosure. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 
1404 (Fed. Cir. 1988). 
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1) The breadth of the claims: The claims are drawn to a composition containing any and 
all known and unknown COX-2 inhibitors, 5-lipoxygenase inhibitors and 
immunosuppressive drugs. 

3) The state of the prior art: The art knows of drugs that are independently COX-2 
inhibitors, 5-lipoxygenase inhibitors and immunosuppressive drugs. The art also 
knows of combinations of two or more of these active ingredients, 

5) The level of predictability in the art: With the three-dimensional structures of the 
enzymes such as COX-2, it is not within the skill of the ordinary artisan to predict what 
compounds might bind to and inhibit them (University of Rochester v. G.D.Searle & Co. 
(CAFC 03-1304)). 

6) The amount of direction provided by the inventor: The instant specification does not 
provide any guidance that would steer the skilled practitioner toward compounds that 
can be used to make or carry out the claimed compositions. One of ordiiwry skill in the 
art would have to find a compound, determine what activity it may have, and tiien put 
it into a composition with other active ingredients that have yet to be determined 

7) The existence of working examples: The art is aware of individual compounds that 
are either immunosuppressant drugs or COX-2 or 5-lipoxygenase inhibitors. However, 
the examples are a few currently known compounds compared to the vast number of 
imknown or undiscovered compounds that potentially exist. 

8) The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure: The practice of making the claimed compositions would 
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require a person of ordinary skill in the art to engage in undue experimentation, with 
no assurance of success. 

The specification does not provide any guidance with respect to how to make the 
compounds. The only way to identify the characteristics necessary for recognizing that 
a compound is a candidate for the instant claims is the activity. That activity must be 
determined and then the possible compounds must be mixed with other active 
compounds. The selection of compounds is not enabled by the instant specification. 

Taking the above into consideration, it is not seen where the instant specification 
enables the ordinary artisan to make or use the instant invention with any and all COX- 
2 inhibitor, 5-hpoxygenase inhibitor or an immunosuppressive drugs. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent iinless - 

(b) the invention was patented or described in a printed pubHcation in this or a foreign coiinby or in pubHc 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claim 9 is rejected under 35 U.S.C. 102(b) as being anticipated by Fung-Leung 
(CA 123:306186). Fung-Leung teaches a combination of a Cox-2 inhibitor,, 5- 
lipoxygenase inhibitor and cyclosporin which fully encompasses the instant claim 9. 
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6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D, Margaret Seaman whose telephone number is 571- 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecelia Tsang can be reached on 571-272-0562. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for impublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



272-0694. The examiner can normally be reached on 630am-4pm, First Friday Off. 
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